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DETAILED ACTION 
Response to Arguments 

Regarding Giesy 

Applicant's arguments filed 12/1/06 with regards to claim 1 have been fully 
considered but they are not persuasive. Applicant argues that examiner has 
mischaracterized the Giesy device in that Giesy does not teach or suggest a pushing 
mechanism operatively interconnected with the handle for actuating the pusher tube 
distally along the substantially straight section of the proximal end of the shaft to push 
an implant into the anatomical site. As stated in the previous office action, the language 
of claim 1 recites "a pushing mechanism operatively interconnected with the handle for 
actuating the pusher tube... ," as such actuating the pusher tube distally along a portion 
of the shaft to deliver the implant to the anatomical site is functional language, and 
examiner asserts that the device of Giesy is capable of performing that task. As such, 
examiner sustains the previous 35 USC 102(b) rejection of claim 1 under Giesy. 

Applicant's arguments with respect to claim 19 have been considered but are 
moot in view of the amendment. 
Regarding Bonutti 

Applicant does not discuss examiners rejection of claim 10 with respect to Bonutti, 
however, based on applicants amendment, the previous rejection is considered moot. 

Applicant's arguments with respect to claim 19 have been considered but are 
moot in view of the amendment. 
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Regarding the 35 USC 103 rejections 

Applicant argues that the examiner "has provided no evidence or suggestion of a 
motivation to combine the references and, accordingly, the rejection is improper." 
Examiner respectfully disagrees. As stated in the previous office action, the examiner 
recognizes that obviousness can only be established by combining or modifying the 
teachings of the prior art to produce the claimed invention where there is some 
teaching, suggestion, or motivation to do so found either in the references themselves 
or in the knowledge generally available to one of ordinary skill in the art. See In re Fine, 
837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re Jones, 958 F.2d 347, 21 
USPQ2d 1941 (Fed. Cir. 1992). In this case, Browning teaches a device for treating 
urinary incontinence that relies on the integrity of the structure of guide tube in 
combination with body tissue to deploy the guide tube from the shaft. Makower teaches 
an implant delivery device wherein it is not necessary to solely rely on the implant acting 
on friction with body tissue to be released from the shaft, but a pusher tube is present in 
order to effectively eject the implant from the device. It would have been obvious to one 
of ordinary skill in the art at the time the invention was made to modify the device of 
Browning with a pusher tube mechanism as taught by Makower in order to ensure that 
the guide tube is effectively ejected from the shaft. Thus, Makower provides a clear 
advantage over the Browning, that being a more effective means of releasing the 
implant from the device, and thus it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to provide that mechanism on Browning to 
achieve that advantage. 
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Further with regards to applicants statement that "these two disclosures apply to 
two different human diseases afflicting entirely different anatomical areas of a patient, 
and just because they apply generally to the treatment of human maladies is not a 
suggestion to combine their teachings," while examiner concedes that the two devices 
work on different parts of the body, their function is the same, that function being 
releasing an implant into the body from the distal end of a deployment device. 
Therefore, these two devices are in fact analogous art, and are properly combined. 

As further evidence that using a pusher tube to eject an implant is well known in 
the surgical implant art, examiner references Hart, US 5,626,614, wherein pusher tube 
54 effectively ejects implant 12 from the device 18. 

As such the previous rejection of the method claims with respect to Browning and 
Makower is sustained. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 7-9 and 35 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Giesy etal. (US 5334185). 

Regarding Claim 1 , Giesy teaches delivery device for delivering an implant to 
anatomical site in a body of a patient, the device comprising; a handle (12), a shaft 
having proximal and distal ends (20) and attached to the handle at the proximal end 
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(20a), the distal end having a curved section and the proximal end having a 
substantially straight section, a pusher tube (22) slidably fitted over the shaft and 
extending from the handle distally along the substantially straight section of the proximal 
end of the shaft, and a pushing mechanism (24) operatively interconnected with the 
handle for actuating the pusher tube distally along the substantially straight section of 
the proximal end of the shaft to push an implant into the anatomical site. 

Regarding Claim 2, Giesy teaches the delivery device of claim 1, wherein the 
pusher tube (22) and the pushing mechanism (24) are integrated into a single 
assembly. 

Regarding Claim 3, Giesy teaches the delivery device of claim. 1, wherein the 
handle (12) includes a first axially extending recess (14) and the pushing mechanism 
includes a first axially extending tongue (25) for slidably interfitting with the first axially 
extending recess (30). 

Regarding claim 4, Giesy teaches the delivery device of claim 3, wherein the 
handle includes a first stop (14a) located at a proximal end of the first axially extending 
recess (14) and the first axially extending tongue includes a projection (24) located at a 
distal end for engaging with the first stop to limit axial motion in a distal direction of the 
first tongue relative to the handle. 

Regarding Claim 7, Giesy teaches the delivery device of claim 3, wherein the first 
axially extending tongue includes a first projection (24) located at a distal end for 
engaging with a proximal end (14a) of the first axially extending recess to limit axial 
motion in a proximal direction of the first tongue relative to the handle. 
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Regarding Claim 8, Giesy teaches the delivery device of claim 1, wherein the 
pushing mechanism (24) slidably interfits (25) over the shaft (20) and includes a pusher 
button (24) for actuating the pushing mechanism. 

Regarding Claim 9, Giesy teaches the delivery device of claim 1, wherein the 
pusher button (24) includes a reduced diameter portion for accommodating a finger of a 
medical operator (upper portion of button 24 tapers). 

Regarding claim 35, Giesy teaches the device of claim 1, wherein the pusher 
tube is configured to facilitate delivery of a support sling to a mid-urethral location in the 
patient (it is noted that since the device of Giesy meets the structural limitations of claim 
1, that it is inherently configured to perform this function) 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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Claims 10, 11, 17, 18 and 19-33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Browning (US 6960160) in view Hart (US 5,626,614), and further in 
view of Giesy. 

Browning teaches the following: 

• an implant (10) for being delivered to an anatomical site in the body of a patient 

• A handle (50) 

• an implant comprising a sling assembly (20) having first and second ends 

• sling assembly includes a first guide tube (30) attached to the first end and a 
second guide tube (30) attached to the second end, and each of the first and 
second guide tubes are sized for slidably interftting over a distal end of the shaft 
(50) 

• shaft (50) has a conical tip (fig. 8c) at the distal end and at least one end of the 
first and second guide tubes is tapered (upper portion in fig. 8a) to accommodate 
the conical tip. 

• first and second guide tubes (30) are sized for interfiling, alternately, and one at 
a time, over the shaft (50) and abutting a distal end of the pusher tube (fig. 4). 

• first guide tube (30) has proximal and distal ends and attaches at the proximal 
end to the first end of the sling assembly and slidably interfits over the shaft, 
proximal end first. 

Browning fails to disclose a pusher tube slidably fitted over the shaft and extending from 
the handle distally along a portion of the shaft, and a pushing mechanism operatively 
interconnected with the handle for actuating the pusher tube distally along a portion of 
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the shaft to deliver an implant to an anatomical site, and wherein the pusher tube and 
the pushing mechanism are integrated into a single assembly. 

Hart teaches an implant introducer comprising a pusher tube (65) slidably fitted 
over the shaft (54) and extending from the handle (61) distally along a portion of the 
shaft, and a pushing mechanism (63) operatively interconnected with the handle (61) for 
actuating the pusher tube (65) distally along a portion of the shaft and wherein the 
pusher tube and the pushing mechanism are integrated into a single assembly, wherein 
a pusher button (63) actuates the pushing mechanism and includes a reduced diameter 
portion for accommodating a finger of a medical operator to deliver an implant (12) to an 
anatomical site in order to effectively eject the implant off of the shaft. It would* have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the device of Browning with the pusher assembly of Hart in order to effectively 
eject the implant off of the shaft. 

The combination of Browning and Hart fails to teach the following: 

• wherein the distal end of the shaft has a curved section and the proximal end of 
the shaft has a substantially straight section 

• wherein the handle includes a first axially extending recess and the pushing 
mechanism includes a first axially extending tongue for slidably interfitting with 
the first axially extending recess 

• wherein the handle includes a first stop located at a proximal end of the first 
axially extending recess and the first axially extending tongue includes a 
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projection located at a distal end for engaging with the first stop to limit axial 
motion in a distal direction of the first tongue relative to the handle. 
• wherein the first axially extending tongue includes a first projection located at a 
distal end for engaging with a proximal end of the first axially extending recess to 
limit axial motion in a proximal direction of the first tongue relative to the handle. 

Regarding the limitation wherein the distal end of the shaft has a curved section and 
the proximal end of the shaft has a substantially straight section, Giesy teaches a 
device wherein the distal end of the shaft has a curved section and the proximal end of 
the shaft has a substantially straight section in order to provide an instrument whose 
shape generally conforms to that of the urethral sound to facilitate placement It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the combination of Browning and Hart as taught by Giesy in order to provide 
an instrument whose shape generally conforms to that of the urethral sound to facilitate 
placement. 

Regarding the limitations of the handle configuration, the combination of 
Browning and Hart does teach a handle having a sliding pusher button (Hart, 63), but 
does not explicitly disclose the mechanism of the handle. Giesy teaches a handle with 
a.pusher mechanism wherein the handle (12) includes a first axially extending recess 
(14) and the pushing mechanism includes a first axially extending tongue (25) for 
slidably interfitting with the first axially extending recess (30), wherein the handle 
includes a first stop (14a) located at a proximal end of the first axially extending recess 
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(14) and the first axially extending tongue includes a projection (24) located at a distal 
end for engaging with the first stop to limit axial motion in a distal direction of the first 
tongue relative to the handle and wherein the first axially extending tongue includes a 
first projection (24) located at a distal end for engaging with a proximal end (14a) of the 
first axially extending recess to limit axial motion in a proximal direction of the first 
tongue relative to the handle. It would have been an obvious matter of design choice to 
explicitly describe the handle mechanism of Hart to meet these limitation since it 
appears that the handle of Hart must have a recess to receive a projection from pusher 
button 63 in order to actuate pusher 65, and further applicant has not disclosed that this 
configuration provides any advantage over another configuration, and it appears that 
the pusher button mechanism of the combination of Browning and Hart performs the 
task of actuating the pusher equally well as that of the present application. 

Claims 5, 6, 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Giesy and the combination of Browning, Hart and Giesy, and further as a matter of 
design choice. Giesy and the combination of Browning, Hart and Giesy teach all 
limitations of preceding dependent claims 1,3,4, 10, 12 and 1 3 as previously described 
but fails to disclose wherein the handle includes a second axially extending recess 
substantially parallel to the first axially extending recess, and the pushing mechanism 
includes a second axially extending tongue for slidably interfiling with the second axially 
extending recess and a second stop associated therewith. Giesy discloses a first set of 
recess, tongue and stop for the purpose of actuating the slidable tube. Since the 
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applicant has not disclosed that adding a second set of actuating parts solves any 
stated purpose, and it appears that a single set of actuating parts as disclosed by Giesy 
would perform equally well as if a second set of actuating parts were present. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Giesy with a second set of actuation parts 
since it has been held that mere duplication of the essential working parts of a device 
involves only routine skill in the art. St. Regis Paper Cc v. Bemis Co., 193 USPQ 8. 

Claims 25-33 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Browning in view of Makower. 

Browning teaches a method of delivering an implant to an anatomical site in a body 

of a patient, the method comprising: 

• slidably interfitting a first guide tube attached to a first end of an implant over a 
distal end and along at least a portion of a length of a shaft (Browning Column 2, 
proximate lines 60-65), positioning at least the distal end of the shaft in a body of 
a patient (Browning Column 6, proximate lines 36-45), sliding the first guide tube 
off the shaft to deliver a first portion of the implant into the body of the patient 
(Browning fig. 8), slidably interfitting a second guide tube attached to a second 
end of the implant over the distal end and along at least a portion of the length of 
the shaft, positioning at least the distal end of the shaft in the body of the patient, 
and sliding the second guide tube of the shaft to deliver a second portion of the 
implant into the body of the patient (Browning Column 19-28). 



Application/Control Number: 10/642,395 Page 12 

Art Unit: 3731 

• wherein the implant includes a sling (10) for treating urinary incontinence * 
(Browning Column 1, proximate lines 4-10). 

• the first and second guide tubes have proximal and distal ends, attach at their 
respective proximal ends to the sling assembly, and the method comprises 
sliding the first and second guide tubes, proximal end first, over the distal end of 
the shaft (Browning fig. 9). 

• delivering the implant to a mid-urethra! position in the body of the patient 
(Browning Column 1, proximate lines 17-24). 

• positioning the distal end of the shaft in the body of the patient inravaginally 
(Browning fig. 11). 

• positioning steps for the first and second shafts are preformed before the sliding 
steps for the first and second steps (Browning figs. 8a-c). 

Browning fails to teach using a pushing mechanism to slide the first and second 
guide tubes off the shaft. Makower teaches a method of delivering an implant to an 
anatomical site in a body of a patient, the method comprising using a pushing 
mechanism to slide the first and second implants off the shaft (Column 6, proximate 
lines 44-55) in order to effectively eject the implant off of the shaft. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the device of Browning with the pusher assembly of Makower in order to effectively 
eject the implant off of the shaft. 

Regarding the limitation wherein the sling assembly is located at the proximal end of 
the guide tube, Browning teaches the device wherein the sling assembly is located at 
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the distal end of the guide tube. It appears that the device of Browning performs the 
task of placing the sling equally well as that of the application wherein the sling is 
located at the proximal end of the guide tube. It would therefore have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the device of 
Browning with the sling attached to the proximal end of the guide tube, since it has been 
held that rearranging parts of an invention involves only routine skill in the art. In re 
Japikse, 86 USPQ 70. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



NRP 

1/31/07 




SUPERVISORY ROTENT EXAMINER 



